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The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE /mONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b) 



Status 



1)^ Responsive to communication(s) filed on 25 April 2005 . 
2a)H This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [3 Claim(s) 78-37 is/are pending in the application. 

4a) Of the above claim(s) 31-35 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) (3 Claim(s) 18-30,36 and 37 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.12.1(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 1 9 

1 2) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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The information disclosure statement filed on April 25, 2005, does not fully comply with 
the requirements of 37 CFR 1.98 because the Applicant has not provided a complete copy of EP 
0 792 621 Al . Since the submission appears to be bona fide, the Applicant is given ONE (1) 
MONTH from the date of this notice to supply the above mentioned omissions or corrections in 
the information disclosure statement. NO EXTENSION OF THIS TIME LIMIT MAY BE 
GRANTED UNDER EITHER 37 CFR 1 .136(a) OR (b). Failure to timely comply with this 
notice will result in the above mentioned information disclosure statement being placed in the 
application file with the non-complying information not being considered (37 CFR 1.97(i)). 

The Applicant's remarks have been considered. In regard to the rejection under 35 
U.S.C. 112, first paragraph, it is noted that when an explicit limitation in a claim "is not present 
in the written description whose benefit is sought it must be shown that a person of ordinary skill 
would have understood, at the time the patent application was filed, that the description requires 
that limitation" {Hyatt v. Boone, 146F.3d 1348, 1353, 47 USPQ2d 1128, 1131 (Fed. Cir. 1998); 
emphasis added; MPEP 2163). Under a fair reading of column 4, lines 58-67, of US 6,332,893 
Bl, in light of the entire disclosure, one of ordinary skill would have more likely concluded that 
the two sentences at column 4, lines 58-61, refer to previously disclosed embodiments (i.e., those 
of Figures 4 and 6-13) in which the tension members preferably extend through the tissue of 
valve 14 and that the passage in column 4, lines 61-67, implies that the pylon 34 (by virtue of its 
greater thickness and rigidity relative to the tension members) is preferably disposed through the 
valve opening instead. The Applicant alleges that there is disclosed a second placement 
embodiment of the valve repair device of Figures 15 and 16 and suggests that the tension 
members "would extend down toward and into the drawn away leaflets of a diseased heart" 
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(page 9, lines 9-1 1, of Applicant's response received on April 25, 2005), but such a configuration 
is in stark contrast to every other illustrated embodiment, in which tension members extend 
through tissue near the annulus (or through the valve opening) and are anchored at a location 
spaced from the valve (e.g., abstract, last sentence). The Applicant's explanation thus appears to 
be contrived and without support. Furthermore, if the Applicant persists with arguments that 
make no reference to the elected species, the examiner will simply withdraw claims 18-25 from 
consideration as being drawn to a non-elected (and non-existent) "species". 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees (In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 
1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970); and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969)). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application (37 CFR 1.130(b)). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Claims 26-30, 36, and 37 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over the claims of U.S. Patent No. 
6,332,893 Bl. Although the conflicting claims are not identical, they are not patentably distinct 
from each other. In regard to present claim 26, engaging an in situ valve and/or associated 
papillary muscles with a "member", tensioning the engaged structure into a tensioned state, and 
holding the structure in the tensioned state from a location outside the heart would have been 
obvious from the functions of the basal anchor, the at least one tension member, and the 
secondary anchor or pad as set forth in patent claims 1, 5, 9, 10, 16, 17, and 20; the held tension 
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state promoting closure of the in situ valve would have been obvious from the stated purpose of 
"repairing an in situ valve" (first line of patent claim 1), from the inclusion of an annuloplasty 
ring (patent claim 3), from the third tension member extending across the ventricle (patent claim 
12), and so on. The further limitation of instant claims 30 and 37 would have been obvious from 
patent claim 20 and in order to facilitate the efficacy of the surgical procedure, the purpose of 
which is characterized in patent claims 1, 16, and 17. 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1 8-30 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claims contains subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventors, at the time the application was filed, had possession of the claimed invention. The 
original disclosure of U.S. application serial no. 08/992,316 fails to provide support for first and 
second elongate members extending through (claim 18) or placed in contact with (claim 22) first 
and second valve leaflets, respectively, "wherein the first elongate member does not extend 
through the second valve leaflet" (claim 18, last two lines), or "wherein the first elongate 
member is not placed in contact with the second valve leaflet" (claim 22, last two lines). 
Regarding claim 26, holding the chordae tendineae or the valve leaflet in a tensioned state to 
promote closure of the in situ valve is nowhere to be found in the original disclosure. Because of 
the procedure outlined in MPEP 2163.06 for interpreting the claims, it is noted that prior art may 
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be applicable under 35 U.S.C. 102 or 35 U.S.C. 103(a) once the aforementioned problems under 
35 U.S.C. 1 12, first paragraph, are corrected. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of th<? various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 36 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable over Alonso- 
Lej, The Annals of Thoracic Surgery, Vol. 46, No. 3, September 1988, pp. 367-8, in view of 
Alonso-Lej, The Journal of Thoracic and Cardiovascular Surgery, Vol. 68, No. 3, September 
1974, page 349. As seen in Figures 1 and 2 of the letter and further explained in the discussion 
(page 349), Alonso-Lej provides proximal and distal anchors in the form of pledgets and an 
'elongate member in the form of a suture. Securing the pledgets would have been immediately 
obvious, if not inherent, because the pledgets serve to buttress the suture and because the suture 
is knotted on top of one pledget after the suture is tightened to an appropriate degree. 
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THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dave Willse whose telephone number is 571-272-4762. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Corrine 
McDermott, can be reached on 571-272-4754. The fax phone number for the organization where 
this application or proceeding is assigned is (703) 872-9306. ^ 




ffave Willse 
Primary Examiner 
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